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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 01 Jun 
2009 has been entered. 

This Office Action is responsive to Applicant's Amendment and Remarks, filed 01 
Jun 2009, in which claims 1,16 and 17 are amended to change the scope and breadth 
of the claim, claims 2-9, 14 and 22 are canceled, and claims 10 and 19-21 are amended 
to change dependency. 

This application is the national stage entry of PCT/JP05/01 801, filed 08 Feb 
2005; and claims benefit of foreign priority document JAPAN 2004-032329, filed 09 Feb 
2004. 

Claims 1, 10-13, 15-21 are pending in the current application. Claim 18, drawn 
to a non-elected invention, is withdrawn. 



Rejections Withdrawn 
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Applicant's Amendment, filed 01 Jun 2009, with respect to claims 1-3, 6-17 and 
19-22 rejected under 35 U.S.C. 103(a) as being unpatentable over Bussolari et al. (US 
Patent Application Publication US 2003/0045553, published 6 Mar 2003, cited in PTO- 
892) has been fully considered and is persuasive, as claims 2-9, 14 and 22 are 
canceled and Bussolari et al. does not specifically teach the proportion of the a- 
glucosidase inhibitor voglibose is 0.01 to 10 parts by weight relative to 100 parts by 
weight of fenofibrate required by amended claims 1,16 and 17 and Applicant's remarks 
regarding the teaching of Bussolari et al. are persuasive in view of the claims as 
amended. 

This rejection has been withdrawn. 

Applicant's Amendment, filed 01 Jun 2009, with respect to claims 12, 14, 20 and 
22 rejected under 35 U.S.C. 112, second paragraph, as being indefinite has been fully 
considered and is persuasive, as claims 12, 14, 20 and 22 do not recite the phrases "an 
agent for the treatment of at least one symptom selected from the group consisting of 
hyperlipemia, a symptom of diabetes, diabetes complications, a symptom of 
hyperglycemia after a meal in diabetics, impaired glucose tolerance (IGT), decrease of 
glucose tolerance, a symptom of hypertension, hyperinsulinemia, hyperammonemia, 
obesity or a complication thereof, fatty liver, and a symptom of hepatitis" or "an agent for 
the treatment of at least one symptom selected from the group consisting of a symptom 
of diabetes, diabetes complications and a symptom of hyperglycemia after a meal in 
diabetics." 
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This rejection has been withdrawn. 

Claim Objections 

Claim 1 5 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. Claim 15 depends from 
claim 1 and substantially recites the limitations of lines 8-12. While claim 15 at line 2 
recites a pharmaceutical "preparation" instead of a "composition", these terms are 
synonymous. Therefore amended claim 15 does not appear to further limit the subject 
matter of claim 1 . 

Applicant is advised that should claims 1 1 -1 3 be found allowable, claims 1 9-21 
will be objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When 
two claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). Amended claims 19-21 now depend from claim 1 and are 
therefore substantial duplicates of claims 11-13 respectively. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Amended Claims 1, 11-13, 15-1 7 and 19-21 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. Claims 1,16 
and 17 recite "fenofibrate or a salt thereof and "voglibose or a salt thereof." 

The specification discloses salts, such as pharmaceutically acceptable salts at 
page 14, lines 10-15 which meet the written description and enablement provisions of 
35 USC 112, first paragraph. However, claims 1, 11-13, 15-17 and 19-21 are directed 
to encompass all salts, which only correspond in some undefined way to specifically 
instantly disclosed chemicals. None of these salts meet the written description 
requirement of 35 USC 1 12, first paragraph, due to lacking chemical structural 
information for what they are and because chemical salts are highly variant and 
encompass a myriad of possibilities. The specification provides insufficient written 
description to support the genus encompassed by the claim. For example, the '201 
PGPub (US Patent Application Publication 2002/0147201, published 10 Oct 2002, cited 
in PTO-892) discloses active agents made into salts with glycyrrhizin for administration 
to a subject (abstract). Glycyrrhizin is well-known to possess anti-viral and 
hepatoprotective activity. The specification does not reasonably convey to one skilled in 
the relevant art that the inventors, at the time the application was filed, had possession 
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of the claimed invention such as the salt of glycyrrhizin taught by the '201 PGPub 
having a distinct pharmacological activity, or the entire genus of possible salts having 
any possible pharmacological activity. As noted above, the specification reasonably 
conveys to one skilled in the relevant art that the genus of "pharmaceutically acceptable 
salts" is described, because the understanding within the art is that nature of the 
biological response to a "pharmaceutically acceptable salt" of a compound is no 
different to the nature of the response to the parent compound, though the intensity may 
differ. 

Vas-Cath, Inc. v. Mahurkar, 935 F.2d 935 F.2d 1555, 1563 [19 USPQ2d 1111] 
(Fed. Cir. 1 991 ), makes clear that "applicant must convey with reasonable clarity to 
those skilled in the art that, as of the filing date sought, he or she was in possession of 
the invention. The invention is, for purposes of the 'written description' inquiry, whatever 
is now claimed." (See page 1117.) The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed." {Vas- 
Cath at page 1116.) 

Therefore, only the structurally defined chemical compounds, but not the full 
breadth of the claims, meet the written description requirement of 35 USC 1 1 2, first 
paragraph. The species specifically disclosed are not representative of the genus 
because the genus of all salts is highly variant and encompasses salts having a distinct 
pharmacological activity in addition to the base active agent such as fenofibrate or 
voglibose. However, as noted above, the specification reasonably conveys to one 
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skilled in the relevant art that the genus of "pharmaceutically acceptable salts" is 
described. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Amended Claims 1, 10-13, 15-17 and 19-21 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Chen et al. (US Patent 6,982,281, filed 17 Nov 2000, cited 
in PTO-892) in view of Keating et al. (Drugs, 2002, 16(13), p1 909-1 944, cited in PTO- 
892) and Goke et al. (Digestion, 1995, 56, p493-501, cited in PTO-892). 

Chen et al. teaches a pharmaceutical compositions and dosage forms 
comprising fenofibrate (abstract). Chen et al. teaches the compositions and dosage 
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forms comprising an additional active agent, with a preferred embodiment wherein said 
additional active agent is contained within the compositions and dosage forms, and that 
the weight ratio will depend upon the effective dose of each ingredient (column 8, lines 
5-15). Chen et al. teaches examples of said additional active agent include a- 
glucosidase inhibitors (column 8, lines 40-45) and teaches the particularly preferred a- 
glucosidase inhibitor is voglibose (column 9, lines 20-25). Chen et al. teaches the 
composition is prepared by conventional methods well known to those skilled in the art 
such as mixing (column 13, lines 25-30). Chen et al. teaches it is within the level of skill 
in the art to optimize the amount or percentage of active agent present in the 
composition and dosage form based on the need of the patient and can be determined 
by the attending clinician (column 12, lines 25-35). 

Chen et al. does not specifically teach the proportion of the a-glucosidase 
inhibitor voglibose is 0.01 to 10 parts by weight relative to 100 parts by weight of 
fenofibrate (instant claims 1,16 and 17). 

Keating et al. teaches the effect dosage of fenofibrate is 160 mg or 200 mg as 
monotherapy or combination therapy (page 1910, paragraph 2-3). 

Goke et al. teaches the effective dosage of voglibose is 0.5, 1 .0, 2.0, or 5.0 mg 
three times daily (abstract). 

It would have been obvious to one of ordinary skill in the art to combine Chen et 
al. in view of Goke et al. and Keating et al. One of ordinary skill in the art would be 
motivated to combine Chen et al. in view of Goke et al. and Keating et al. because Chen 
et al. teaches the weight ratio of the active agents will depend upon the effective dose of 
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each ingredient, and Keating et al. and Goke et al. teach the effective dose of the 
respective active agents. One of ordinary skill in the art would have a reasonable 
expectation of success in combining Chen et al. in view of Goke et al. and Keating et al. 
because Chen et al. teaches it is within the level of skill in the art to optimize the amount 
or percentage of active agent present in the composition and dosage form. The 
composition taught by Chen et al. meets all structural limitations of the intended use of 
"reducing a side effect or dose of an a-glucosidase inhibitor" because Chen et al. 
teaches the dose can be reduced based on the need of the patient and can be 
determined by the attending clinician and it is well-known in the art that side effects will 
be dose-dependent and will be reduced with a reduced dose. Claims 11-13 and 19-21 
are interpreted as the intended use of a pharmaceutical composition, and the 
composition taught Chen et al. in view of Goke et al. and Keating et al. renders obvious 
all structural limitations required by the intended use and therefore is capable of 
meeting the intended use. 
Response to Applicant's Remarks: 

Applicant's Remarks, filed 01 Jun 2009, have been fully considered and found 
not to be persuasive. 

Applicant's remarks showing the non-additive effect of voglibose and fenofibrate 
have been carefully considered and found not to be commensurate in scope with the 
claims. As noted by Applicant, the magnitude of the non-additive combined effect is 
significant when compared to the magnitude of the effect of each agent individually. 
However, this non-additive property is drawn to the combined administration of the two 
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agents (instant specification page 35). The invention as claimed does not require 
structural limitations of the composition, such as wherein both agents are formulated as 
a single dosage form, commensurate in scope with this non-additive property drawn to 
the combined administration of the two agents. The invention as claimed encompasses 
the composition comprising two agents, including as separate components, which can 
be used for separate administration (instant specification, page 16-17). Similarly, while 
claim 16 recites "mixing" the agents, the ordinary definition of "mix" includes "to combine 
with another", encompassing combining separate components (entry 1a(2) for definition 
of mix, Merriam-Webster Online Dictionary, cited in PTO-892). Therefore the showing 
of the non-additive effect of voglibose and fenofibrate in combined administration is not 
persuasive because it is not commensurate in scope with the invention as claimed. 
This showing of a non-additive effect drawn to the combined administration of the two 
agents is persuasive for compositions having structural limitations requiring combined 
administration. 

Conclusion 

No claim is found to be allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jonathan S. Lau whose telephone number is 571-270- 
3531 . The examiner can normally be reached on Monday - Thursday, 9 am - 4 pm 
EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Anna Jiang can be reached on 571-272-0627. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Jonathan Lau 
Patent Examiner 
Art Unit 1623 



/Shaojia Anna Jiang/ 
Supervisory Patent Examiner 
Art Unit 1623 



